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I. THE EXAMINER'S NEW BASIS FOR REJECTION UNDER 
35 U.S.C. §112, FIRST PARAGRAPH IS WITHOUT MERIT 

A. The Rejection Based On The Term "Mammalian 
Extract" Is New, And Without Merit 

In the final Office Action dated 09 February 2005, the Examiner 
rejected Claims 1, 3-26 ad 28 under 35 U.S.C. §112, first paragraph, for failure to 
comply with the written description requirement. At that time, the Examiner's sole 
basis for this rejection was stated as follows: 

The claim(s) contain subject matter which was not 
described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had 
possession of the claimed invention. The amendment to 
claims 1, 10, 20 and 28 provides a negative limitation 
excluding a hydrogen ion or ion aggregate from the 
mammalian substance to be detected. It is noted that the 
original specification on page 2, lines 8-13 discloses a 
hydrogen ion or ion aggregate as a mammalian substance 
capable of being detected, but the specification does not 
disclose the negative limitation of excluding a hydrogen ion 
or ion aggregate from detection (2/09/05 Office Action, 
pp. 2-3). 

At the time, the Examiner's only reason for rejecting the claims under 
35 U.S.C. §112, first paragraph, was that hydrogen ions and ion aggregates were not 
expressly excluded from detection. At that time, the Examiner understood the 
meaning of "mammalian substance" and raised no concerns regarding the sufficiency 
of Applicants' definition. 

Applicants' response to the final Office Action pointed out that MPEP 
2173.05(i) expressly permits the use of negative claim limitations if the limitations are 
positively recited in the specification. Thus, in the Advisory Action dated 05 April 
2005, the Examiner took a different approach. The Examiner alleged that MPEP 
2173. 05(i) is relevant only to a "scope of enablement" rejection and does not apply to 
a "written description" rejection. The Examiner further alleged that MPEP 2173.05(i) 
applies only to situations where a negative limitation excludes a species from a 
claimed genus. The Examiner stated: 
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However, the case law cited by Applicants, MPEP 
2173.05(i), is not relevant to a rejection of new matter 
under 35 U.S.C. §1 12, first paragraph, and rather refers to a 
scope of enablement rejection. Furthermore, in the case of 
In Re Johnson, it is stated that the excluded species are part 
of a genus and therefore the genus can be claimed with 
exclusion of a particular species. In the instant 
specification, the hydrogen ions and ion aggregates are not 
part of a recited species , and the remaining species are not 
sufficient to support any mammalian substance including a 
hydrogen ion or ion aggregate. Applicant is referred to the 
relevant new matter rejection MPEP 2 173. 05 (i) which 
states "any claim containing a negative limitation which 
does not have basis in the original disclosure shall be 
rejected under 35 U.S.C. §1 12, first paragraph, as failing to 
comply with the written description requirement (4/5/05 
Advisory Action). 

At the time of the Advisory Action, the Examiner understood the 
meaning of "mammalian substance" and raised no concerns regarding the sufficiency 
of Applicants' definition. The Examiner made it clear that the rejection was based on 
"written description" and not "scope of enablement." 

Applicants' Appeal Brief pointed out that MPEP 2173.05(i) 
affirmatively permits negative limitations in the claims to exclude embodiments 
which are positively recited in the specification. The MPEP rule cannot be 
circumvented by making a "written description" rejection instead of a "scope of 
enablement" rejection. Nor does the rule require the embodiment excluded by 
negative claim limitation to be part of a genus. Yet in the Examiner's Answer dated 
27 September 2005, the Examiner changed her position again, by arguing that a) the 
limitation excluding the detection of hydrogen ions and ion aggregates refers to a 
species after all, b) the mammalian substance recited in the claims refers to a genus, 
and c) the specification does not sufficiently define the "genus of mammalian 
substance." The Examiner stated: 

However, the genus of mammalian substances has not been 
sufficiently described in the original specification. Merely 
teaching at page 2, lines. 8-10 that a mammalian substance 
is any substance not normally found in a mammalian 
extract or abnormal levels of any substance typically found 
in a mammalian extract at normal levels is not sufficient to 
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define the genus of a mammalian substance. Appellant 
does not define a "normal level" or what encompasses a 
substance "not normally found" in a particular extract, 
therefore a mammalian substance is not sufficiently 
defined. Furthermore, if a particular species (i.e., hydrogen 
ions and aggregates) is to be excluded from the claims, the 
limitation must be found in the original specification 
according to 35 U.S.C. §112, first paragraph. The original 
specification teaches hydrogen ions and ion aggregates as a 
mammalian substance, but do not specifically teach 
excluding a hydrogen ion or ion aggregate from the genus 
of a mammalian substance (Examiner's Answer, pp. 7-8). 

This is the first time that the Examiner rejected Applicants' use of 
"mammalian substance" in the claims as being unclear. Also, this new ground of 
rejection appears to be a "scope of enablement" rejection which the Examiner 
previously disavowed. Thus, Applicants are addressing this rejection for the first 
time. 

Applicants' specification defines "mammalian substance" in a manner 
which would be fully understood by persons skilled in the art. Because the invention 
addresses the detection of abnormalities in mammalian extracts, persons skilled in the 
art would include physicians, veterinarians and other medical personnel who are 
involved in detecting and monitoring abnormalities in mammalian extracts. The 
following passages of the specification are pertinent: 

The mammalian extract being tested may be urine, feces, 
perspiration, blood, menses, ear wax, or any other 
substance which may be extracted from a human being or 
other mammal under certain normal conditions (p. 2, lines 
5-7). 

The mammalian substance being detected may be any 
substance not normally found in a particular mammalian 
extract, or abnormal levels of any substance typically found 
in a mammalian extract at a normal level. Exemplary 
mammalian substances include hydrogen ion, ion aggregate 
(i.e., total ion concentration), nitrite, leucocytes, glucose, 
ketones, blood, phenylanaline, bilirubin, urobilinogen, 
protein, albumin, specific enzymes and drugs (p. 2, lines 
8-13). 
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Similar definitions are found on page 3, lines 11-18. From a 
perspective of persons skilled in the art (e.g., physicians, veterinarians and other 
medical personnel), these definitions would be sufficiently clear. 

For example, blood is one type of mammalian extract. Anyone who 
has ever had a blood test, and has seen the report, knows that the report contains an 
analysis of perhaps a dozen or more different substances. For each substance, a 
"normal" numerical range (including a low end and a high end) is provided, along 
with a quantification of the substance being detected relative to the normal range. 
Persons skilled in the art are very familiar with the normal ranges of mammalian 
substances found in blood, and are capable of detecting abnormal levels of a particular 
substance, as well as substances (e.g., drugs) not normally found in blood. The same 
can be said for urine, feces, perspiration, menses, and other mammalian extracts. 

Therefore, the claims should not be rejected based on lack of 
description, or lack of scope of enablement, of the term "mammalian extract." To the 
extent that the claims have been so rejected, for the first time in the Examiner's 
Answer, the rejection is without merit and should be withdrawn. 

B. MPEP 2173.05(i) Does Not Require A 
Genus-Species Relationship 

In the above-referenced final Office Action, the Examiner argued that 
negative claim limitations are prohibited unless they are set forth as negative 
limitations in the specification. In the Advisory Action, the Examiner argued that 
negative claim limitations are permitted only if the negative limitation excludes a 
species from a claimed genus, and Applicants' negative limitation is not directed to a 
species. In the Examiner's Answer, the Examiner argued (for the first time) that 
Applicants' negative limitation is directed to a species of a genus, and Applicants 
have not sufficiently defined the genus. 

The correct answer is that MPEP 2173.05(i) permits the negative 
claiming (i.e., exclusion) of one or more embodiments positively described (as being 
useful) in the specification, and does not require the negatively claimed embodiment 
to be a species of a claimed genus. 
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As explained in MPEP 2173.05(i), a claim which recited the limitation 
"said homopolymer being free from the proteins, soaps, resins and sugars present in 
natural Hueva rubber" in order to exclude the characteristics of the prior art product 
was definite, because each recited limitation was definite. In Re Wakefield , 422 F.2d 
897, 899, 904, 164 USPQ 636, 638, 641 (CCPA 1970). In another instance, a 
negative limitation "incapable of forming a die with said oxidized developing agent" 
was definite because the boundaries of patent protection sought were clear. In Re 
Ban, 444 F.2d 588, 170 USPQ 330 (CCPA 1971). Neither case involved a species or 
genus. 

Moreover, a claim which recited a chemical process "conducted in the 
absence of a catalyst" complied with the written description requirement although 
there was no literal basis in the specification for the negative claim limitation. 
Ex Parte Parks . 30 USPQ2d 1234, 1236 (BPAI, 1993). In that case, the Board 
reversed the Examiner's rejection based on lack of descriptive support because it 
would have been apparent to persons skilled in the art that various embodiments of 
the chemical process were conducted in the absence of a catalyst. Thus, the original 
specification reasonably conveyed to persons skilled in the art that the inventor had 
possession of the invention as claimed. 

The present appeal is analogous because Applicants' specification 
plainly sets forth detection of mammalian substances which "is not a hydrogen ion or 
ion aggregate." Numerous other positively recited mammalian substances (e.g., 
nitrites, leurocytes, glucose, ketones, blood, phenylanaline, biliruben, urobilinogen, 
protein, albumin, specific enzymes and drugs) are not hydrogen ions or ion aggregates 
(p. 2, lines 10-13). The specification plainly conveys that Applicants had possession 
of the claimed wearable articles, which detect these other substances. 

Furthermore, the descriptive support of Applicants' negative claim 
limitation is even more compelling because, unlike Ex Parte Parks . Applicants' 
negative claim limitation is positively recited in the specification. It is well settled 
that if alternative embodiments are positively recited in the specification, they may be 
negatively excluded in the claims. MPEP 2173.05(i). 

Applicants' recitation of a mammalian substance which "is not a 
hydrogen ion or ion aggregate" falls squarely within the parameters of MPEP 
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2173.05(i) defining when negative claim limitations are permitted. MPEP 2173.05(i) 
makes no distinction based on whether or not the negative limitation describes a 
species of a claimed genus. Furthermore, the rule cannot be summarily dismissed by 
rejecting the claims based on "written description" instead of "scope of enablement." 
Based on the case law provided, the written description requirement has been fully 
satisfied. 

C. Even If A Genus-Species Relationship Exists, 
Applicants' Claims Are Supported 

Even if the Board determines that a genus-species relationship exists 
between the claimed phrase "mammalian substance" and the exclusionary phrase "is 
not a hydrogen ion or ion aggregate," the specification provides descriptive support 
for the exclusionary phrase. An illustrative case is In Re Johnson , 558 F.2d 1008, 
1019, 194 USPQ 187, 196 (CCPA 1977), wherein the court stated: 

The notion that one who fully discloses, and teaches those 
skilled in the art how to make and use a genus and numerous 
species therewith, has somehow failed to disclose, and teach 
those skilled in the art how to make that genus minus two of 
those species, and has thus failed to satisfy the requirements of 
§112, first paragraph, appears to result from a hypertechnical 
application of legalistic prose relating to that provision of the 
statute. All that happened here is that appellants narrowed 
their claims to avoid having them read on a lost interference 
count. 194 USPQ at 196. 

In the present instance, Applicants defined a broad class of 
"mammalian substances" and listed fourteen examples of specific substances within 
that definition (p. 2, lines 8-13). By introducing the negative claim limitations, all 
that happened is that Applicants narrowed their claims to better distinguish over the 
prior art. As in In Re Johnson , the Examiner's notion that Applicants have somehow 
failed to disclose, and teach those skilled in the art how to detect mammalian 
substances minus two of the described species, appears to result from hypertechnical 
application of legalistic prose relating to 35 U.S.C. §112, first paragraph. The 
Examiner has no practical basis for alleging that the specification does not contain a 



KCC-2224 



7 



I/mrc 



Serial No.: 10/683,789 



Docket No.: K-C 19204 



written description sufficient to enable persons skilled in the art to practice the 
claimed invention. Persons skilled in the art, upon reading the specification, would be 
fully able to practice the claimed invention. 

D. Conclusion Regarding The 35 U.S.C. §112 Rejection 

As explained above, the Examiner has taken three very different 
approaches regarding the rejection under 35 U.S.C. §112, first paragraph in the final 
Office Action, the subsequent Advisory Action, and the recent Examiner's Answer. 
Instead of trying to decide which position to address on appeal, Applicants have 
addressed all three. Regardless of which approach is used to explain the 35 U.S.C. 
§1 12 rejection, the rejection is improper and should be withdrawn. 

II. THE EXAMINER'S ARGUMENTS REGARDING OBVIOUSNESS 
ARE CONTRARY TO CONTROLLING LEGAL PRINCIPLES 

It is well settled that, for purposes of setting up an obviousness 
rejection, a primary reference cannot be modified in a manner that would render the 
prior art invention (described in the primary reference) unsatisfactory for its intended 
purpose. It is equally well settled that a primary reference cannot be modified in a 
manner that would change the principle of operation of the primary reference. See 
MPEP 2143.01 and cases cited therein. 

The foregoing well-established rules of practice set forth specific 
circumstances where a primary reference cannot be modified, either by combining it 
with a secondary reference or by some other means. These are not mere discretionary 
factors, to be ignored or overcome by presenting creative reasons for combining 
references. Instead, these are rules of practice, which must be followed, and which 
define boundaries that the Examiner is not permitted to cross. 

Notably, the proposed modification of the primary reference need not 
be substantial in order to run afoul of these rules. In In Re Gordon , 733 F.2d 900, 221 
USPQ 1125 (Fed. Cir. 1984), the prior art device had a structure very similar to the 
claimed blood filter assembly. In order to read on the claimed blood filter assembly, 
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the prior art device only needed to be turned upside down from its position disclosed 
in the primary reference. However, the prior art reference was directed to a liquid 
strainer for removing dirt and water from gasoline. The prior art device would have 
been rendered inoperable for its intended purpose if turned upside down. For this 
reason, the court held that the device could not be turned upside down to support an 
obviousness rejection of the claimed device. 

In the present case, the Examiner relied on two primary references, 
U.S. Publication 2003/015830 ("Diehl et al.") and U.S. Patent 6,617,488 ("Springer 
et al.") for rejecting different sets of claims based on obviousness. In each instance, 
the primary reference was combined with two secondary references, an article entitled 
"Critical Revision Of Presumptive Tests For Bloodstains" ("Ponce et al.") and U.S. 
Patent 3,917,452 ("Rittersdorf et aL") to sustain the rejections. However, in each 
instance, the references were combined in a prohibited manner which would a) render 
the invention of the primary reference inoperable for its intended purpose and/or 
b) change the principle of operation of the primary reference. 

Diehl et al. discloses a wearable article comprising a dehydration 
indicator adapted to measure a urine ionic strength correlated to a specific gravity of 
the wearer's urine and provide a visible signal when the urine ionic strength reaches a 
predetermined value (Abstract). The ionic strength is determined by detecting 
hydrogen ions (the concentration of which defines pH), or ion aggregates (See 
Examples). Because Applicants' claims preclude the detection of hydrogen ions or 
ion aggregates, Diehl et al. does not read on any claim. Using the secondary 
references, the Examiner proposes to modify the wearable article of Diehl et al. to 
preclude the detection of hydrogen ions or ion aggregates, and to facilitate the 
detection of other mammalian substances. 

However, the modification to Diehl et al. proposed by the Examiner is 
strictly prohibited by MPEP 2143.01 and the pertinent case law. The proposed 
modification would render the wearable article of Diehl et al. inoperable for its 
intended purpose of measuring the ionic strength of urine, and would change its 
principle of operation. 

Springer et al. discloses a method and apparatus for gauging pH levels 
in the interiors of absorbent articles (Abstract). A measurement of pH, by definition, 
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requires detection of hydrogen ion concentration. Because Applicants' claims 
preclude the detection of hydrogen ions and ion aggregates, Springer et al. does not 
read on any claim. Using the secondary references, the Examiner proposes to modify 
the method and apparatus of Springer et al. to preclude the detection of hydrogen ions 
and ion aggregates, and to facilitate the detection of other mammalian substances. 



Again, the proposed modification to Springer etal. is strictly 



prohibited by MPEP 2143.01 and the pertinent case law. The proposed modification 
would render the method and apparatus of Springer et al. inoperable for the intended 
purpose of gauging pH levels in absorbent articles, and would change the principle of 
operation. 



The foregoing prohibitions of MPEP 2143.01 were addressed in 



Applicants' opening brief, yet were not discussed in the Examiner's Answer. 
Therefore, these points should be considered undisputed . The claim rejections based 
on 35 U.S.C. §103(a) should be withdrawn. 

III. OVERALL CONCLUSION 



For the reasons stated in Applicants' opening brief, and in the 



foregoing reply brief, the claim rejections under 35 U.S.C. §112, first paragraph, and 
under 35 U.S.C. §1 03(a) are without merit. The rejections should be reversed. 
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